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Overall Results

= Enrollment of non-English-speaking participants
January through July 2020

= Exclude April enrollments — previously reviewed

= 37 informed consent documents and processes
reviewed

= 3 had issues that required expeditated reporting
to the IRB

» 24 had other issues
= 10 without problems

NNNNNNNNNNNNNNNNNNNNNNN



Reportable Issue 1

= Adult Portuguese-speaking patient

cipante da Pesquisa Nome em letra de forma do
Participante da Pesquisa
B e
Assinatura Ua testemunha* Nome da testetunha em letrade  Data
forma

"SEEAO ADMINISTRATIVA DO NIH A SER PREENCHIDA EM REI;ACAO AOUSODE UM
RPRETE:

___Um intérprete, ou outro individuo, que fala inglés ¢ o idioma de preferéncia do participante, facilitou
1administragdo do termo de consentimento livre e esclarecido ¢ serviu como testemunha, O pesquisador
sbtendo o consentimento nilo poderd servir também como testemunha.

&Um intérprete, ou outro individuo, que fala inglés ¢ o idioma de preferéncia do participante, facilitou
1administrag8o do termo de consentimento livre e esclarecido mas nfio serviu como lestemunha. O nome
ou 0 nimero da carteira de identidade da pessoa que fornece suporte de interpretagio é:
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A. Adult Patient’s Consent

I have read the explanation about this study
and have been given the opportunity to
discuss it and to ask questions. 1 hereby
consent to take part in this study.

COMPLETE APPROPRIATE ITEM(S) BELOW:

B. Parent's Permission for Minor Patient.
1 have read the explanation about this study
and have been given the opportunity to
discuss it and to ask questions. | hereby give
permission for my child to take part in this
stud;

y.
(Autach NTH 2514-2, Minor’s Assent, if
applicable.)

Signature of Parent(s)/ Date
Guardian

Pll'int Name

C. Child’s Verbal Assent (If Applicable)
participate in the study.

Signature of Parent(s)yGuardian  Date

The information in the above consent was described to my child and my child agrees to

Print Name

THIS CONSENT DOCUMENT HAS BEEN APPROVED FOR USE
ER 03, 2019 THROUGH SE!

ER 10, 2020.
5fiff2s

Date




Reportable Issue 1
Correct Process

= Signhatures required for short form process:
= On short form: patient and witness
= On English long form: investigator obtaining consent and
witness
* If embedded questions, investigator asks question,

then initials patient’s response using the investigator’s
initials AND document in CRIS

**Non-English-speaking participants must NOT sign the
English consent



Reportable Issue 2

* Finding: Investigator not listed on Key Study
Personnel form

m) NATIONAL CANCER INSTITUTE



Reportable Issue 2
Correct Process

= Ensure that investigator obtaining consent is listed
on the KSP form
AND
= Investigator has been assigned the role of
obtaining consent

= Also, investigator must be delegated to obtain
consent on Delegation of Tasks log
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Reportable Issue 3

= Adult Spanish-speaking patient, translated long

form used

DILIGENCIE LA(S) CASILLA!S! CORRESPONDIENTE(S) A CONTINUACION:
A. Consentimiento del paciente adulto B. Autorizacién de los padres para un pacie
menor de edad
He leido la cxplicacion sobre este cstudio, y se me ha | He leido la explicacién sobre este estudio, y se me
dado la oportunidad de hablar y hacer preguntas al | dado la oportunidad de bablar y hacer preguntas
respecto. Por el presente, doy mi consentimicnto para | respecto. Por el presente, doy mi consentimicnto p

participar en este estudio. que mi hijo participe en este estudio.
(Anexar NIH 2514-2, Asentimiento del menor,
corresponde.)
07/31/20
L
Firma del paciente adulto Fecha Firma de los padres o tutores Fecha
o representante legal

Nombre en letra imprenta
C. Asentimiento verbal del nifio (si corresponde)

Nombre en letra imprenta

A mi hijo se le explicé la informacién de] consentimiento anterior y acepta participar en este estudio.

Firma de los padres o tutores Fecha Nombre en letra imprenta

CONSENT TO PARTICIPATE IN A CLINICAL RESEARCH STUDY
= Adult Patient or * Parent, for Minor Patient

MEDICAL RECORD

STUDY NUMBER: 01-C-0129 CONTINUATION: page 12 of 12 pages

COMPLETE APPROPRIATE ITEM(S) BELOW:

A. Adult Patient’s Consent B. Parent’s Permission for Minor Patient.
I have read the explanation about this study | | have read the explanation about this study
and have been given the opportunity to and have been given the opportunity w
discuss it and to ask questions. [ hereby discuss it and to ask questions. | hereby give
consent to take part in this study. permission for my child to take part in this
study.
(Attach NIFI 2514-2, Minor's Assent, if
applicable.)
Signature of Adult Patient/ Date Signature of Parent(s)/ Date
Legal Representative Guardian
Print Name Print Name

ESTE DOCUMENTO DE CONSENTIMIENTO SE APROBO PARA SU USO
DESDE EL 03 DE SEPTIEMBRE DE 2019 HASTA EL 10 DE SEPTIEMBRE DE 2020.

Firma del investigador Fecha Firma del testigo Fecha

Nombre en letra imprenta Nombre en letra imprenta

C. Child's Verbal Assent (If Applicable)
The information in the above consent was described to my child and my child agrees 1o
participate in the study.

Signature of Parent(s)/Guardian  Date Print Name

THIS CONSENT DOCUMENT HAS BEEN APPROVED FOR USE

SEPTEMBER 03!10 1E THROUGH SEPTEMBER 10, 2020.
e Signaturc of Witncss Date

S'inltuu of Invcsli' tor
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Print Name Print Name




Reportable Issue 3
Correct Process

= When using a translated long form, investigator

signs the translated long form
= No one signs the English form

= Certificate of translation in regulatory file
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Other Issue 1

MEDICAL RECORD | CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY
CHINESE (SIMPLIFIED) - PRE-REVISED COMMON RULE

HUR/ s
HHEAAR:
BRGE RS
B R B 28

BN ES 5B
BARE5552%AE, MREEESERREL LSS, ERRZAETEBKN A, ' ,\{
PR AERLGRE, ERERTIRMXNE S FERM, KT A8

1) WREIBH]. TSR IR
2) Rfaskiaeigry.
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Other Issue 1

Correct Process . ..

= Complete the blank sections of short form — word

document so information can be typed in:
= Header protocol information on page 1

MEDICAL RECORD

CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY
ENGLISH - COMMON RULE
FOR STUDIES INITIALLY APPROVED ON OR PRIOR TO 1/21/2019

INSTITUTE/CENTER:

PRINCIPAL INVESTIGATOR:

STUDY NUMBER:
STUDY TITLE:

You are being asked to participate in a research study.

m) NATIONAL CANCER INSTITUTE
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... Other Issue 1
Correct Process

= Contact information on page 2

MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY
ENGLISH - COMMON RULE
FOR STUDIES INITIALLY APPROVED ON OR PRIOR TO 1/21/2019

You may contact (name) at (phone number) any time you have questions about the
research.
You may contact (name) at (phone number) if yvou have questions about your rights as a

research subject or what to do if you are injured.

Signing this document means that the research study, including the above information, has been
described to you orally, and that you voluntarily agree to participate.

m) NATIONAL CANCER INSTITUTE
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Other Issue 2

= Adult Spanish-speaking patient
= Consent process via telephone

Protocol Identification:

Consent Obtained By: XXXX

Consent Version: U

Date/Time Of Consent: 02/03/2020 09:00

Protocol Selector: Please see below for associated protocol.

Protocol Title: 2001-C-0129 : Eligibility Screening and Tissue Procurement for the NIH Intramural
Research Program Clinical Protocols : Pl: Caryn Steakley, R.N.

Consent Type:
How Was Consent Conducted: Telephone consent and Use of ipterpretar (including staff or other

parties)
Date Of Signed Consent By The Investigator: 02/03/2020

Name Or ID Number Of Ipterpretor: XXX
Language Used By Ipterpretor: Spanish

Consent Process:
A Copy Of The Consent Was Given To The Participant To Review Prior To Signing: Yes

B (Ctrl) ~

Comments:
Patient agreed on the phone on 2/3/2020 to participate in the study. Paperwork was returned on
2/5/2020. Paperwork was dated and witnessed on 2/3/2020. Consent was valid on date of phone
conversation.
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Other Issue 2
Correct Process

= Telephone consent process

= Date of consent is the date the patient agrees to
participate — usually date of telephone call

= Patient should sign and date consent for the date he/she
agreed to participate

* |nvestigator obtaining consent signs and dates consent,
using the date the signed consent was received by the
Investigator

= CRIS documentation — write note within 24 hours

of telephone conversation
= Addend note when signed consent is returned

m NATIONAL CANCER INSTITUTE
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Short Form Consent Process
via Telephone

* Must use witness (witness should be at NIH, not
with patient)
= Date of consent is the date the patient agrees to
participate — usually date of telephone call
= Patient should sign and date consent the short form only
using the date he/she agreed to participate

= |[nvestigator and witness sign and date the long form
consent using the date of consent

= Witness signs and dates short form consent, using the
date the signed consent was received by the investigator

m NATIONAL CANCER INSTITUTE
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Other Issue 3

= Adult Spanish-speaking patient, translated long
form which patient signed

Firma de los padres o tutores Fecha Nombre en letra imprenta

ESTE DOCUMENTO DE CONSENTIMIENTO SE APROBO PARA SU USO

MBRE DE 2019 HASTA EL 10 DE SEPTIEMBRE DE 2020.
“ lzsfe, I _tfasdoes

% Fecha ~  Firma del lesliio Fecha

Nombre en letra imprenta Nombre en letra imprenta
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Other Issue 3
Correct Process

= Witness is NOT needed when using the translated
long form consent

= \Witness only required for short form process

NNNNNNNNNNNNNNNNNNNNNNN
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= Adult Spanish-speaking patient, translated long form

Other Issue 4

= Consent process via telephone

m NATIONAL CAN

(Anexar NI 2514-2, Asentimiento del menor, si
corresponde.)

ol 2414 . —

Fecha Firma de los padres o tutores Fecha

rma& del paciente adulto
o representante legal

Nombre en fetra imprenta Nombre ¢n Jetra imprenta

C. Asentimiento verbal del niiio (si corresponde)

A mi hijo se le explico la informacién del consentimiento anterior y acepta participar en este estudio.

Firma de los padres o wtores Fecha Nombre ¢n letra imprenta

ESTE DOCUMENTO DE CONSENTIMIENTO SE APROBO PARA SU USO
DESDE EL 03 DE SEPTIEMBRE DE 2019 HASTA EL 10 DE SEPTIEMBRE DE 2020,

N . % o

Firma del investigador Fecha Firma del testigo Fecha

I j—— -
Nombre en letra imprenta Nombr€ en letra imprenta
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Other Issue 4

Correct Process
= |If consent is obtained via telephone and the
consent is returned with a witness signature,
please explain in note that consent was returned

with a witness signature and the short form
process was not used for the consent process

= Witness only required for short form process

NNNNNNNNNNNNNNNNNNNNNNN
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Other Issue 5

= Adult Spanish-speaking patient, translated long form

Protocol Identification:

Consent Obtained By: XXXX

Consent Version: U

Date/Time Of Consent: 02/12/2020 14:30

Protocol Selector: Please see below for associated protocol.

Protocol Title: 2001-C-0129 : Eligibility Screening and Tissue Procurement for the NIH Intramural
Research Program Clinical Protocols : Pl: Caryn Steakley, R.N.

Consent Type:

How Was Consent Conducted: Telephone consent and Use of interpretor (including staff or other
parties)

Date Of Signed Consent By The Investigator: 02/03/2020

Name Or ID Number Of Interpretor: XXXXX

Language Used By Interpretor: Spanish

Comments:
Patient agreed on the phone on 2/3/2020 to participate on the study. Paperwork was returned on

2/11/2020. Patient returned the blood work on 2/4/2020 but forgot to send protocol consent. Consent
version "U" was valid on date of phone conversation.
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Other Issue 5
Correct Process

= Review note to ensure information is correct

= Date of consent is the date the patient agrees to
participate in the study — usually the date of the
telephone conversation

= |f there are discrepancies in dates, please explain
In note

NNNNNNNNNNNNNNNNNNNNNNN
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Other Issue 6

"MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY
KOREAN - REVISED COMMON RULE
FOR STUDIES INITIALLY APPROVED AFTER 1/21/2019

saas Noonad Canter Jnstkdre

. 0f-C- 0129

T3

wrvs. Caryn STenkley Y79,

e M Uiy bi Iy Sereens and Tissue
it ramu red /Zawrzéh Prageons C i I Profrels

M 2 4T of RodsH FA RS o wousLict O] 7 Rrodol| S2olstAl7| Fol ZAF

o7 QOrg oMo} B 0| Qoo Fsi 80 Bo{ EEE B 048t X| 842 0128 oftfets o
Heoh meE|ojoF BLICH
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Other Issue 6

Correct Process . ..

= If the study was initially approved prior to or on
01/21/2019, use the Common Rule short form

m) NATIONAL CANCER INSTITUTE

MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY
ENGLISH - COMMON RULE
FOR STUDIES INITIALLY APPROVED ON OR PRIOR TO 1/21/2019
INSTITUTE/CENTER:
PRINCIPAL INVESTIGATOR:
STUDY NUMBER:
STUDY TITLE:

You are being asked to participate in a research study.

Your participation in this research is voluntary, and you will not be penalized or lose benefits if you

23



. .. Other Issue 6
Correct Process

= If the study was initially approved after
01/21/2019, use the Revised Common short form

MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY
ENGLISH - REVISED COMMON RULE
FOR STUDIES INITIALLY APPROVED AFTER 1/21/2019

INSTITUTE/CENTER:
PRINCIPAL INVESTIGATOR:
STUDY NUMBER:

STUDY TITLE:

You are being asked to participate in a research study. Before you agree, you must first be provided
with a summary of the research study. This summary must contain the key information to help vou
understand the reasons why you might or might not want to join the study.

m) NATIONAL CANCER INSTITUTE
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Other Issue 7

= Adult Spanish-speaking patient, translated long form

Protocol Identification:

Consent Obtained By: XX(XX

Consent Version: V

Date/Time Of Consent: 07/30/2020

Protocol Selector: Please see below for associated protocol.

Protocol Title: 2001-C-0129 : Eligibility Screening and Tissue Procurement for the NIH Intramural
Research Program Clinical Protocols : Pl: Caryn Steakley, R.N.

Consent Process:

A Copy Of The Consent Was Given To The Participant To Review Prior To Signing: Yes

The Protocol Was Discussed With The Participant In a Private Setting: Yes

The Participant Verbalized Understanding Of The Protocol Study Procedure, Reasonably
Foreseeable Risks And Discomforts, Benefits, Disclosure Of Alternative
Procedures/Treatments, Confidentiality Of Record, Compensation And Treatment For Injury,
Contact Information, And That Participation Is Voluntary: Yes

Questions Were Answered And Addressed Prior To Consent: Yes

Consent Was Obtained Before Any Study Procedures/Tests Were Performed: Yes

A Copy Of The Consent, Signed And Dated By The Investigator And Participant, Was Given To
The Participant: Yes

The Original Signed And Dated Consent Was Sent To The Health Information Management

Department: Yes

Electronic Signatures:

m NATIONAL CANCER INSTITUTE



Other Issue 7
Correct Process

= Select all applicable “consent types” used in the
informed consent process

Structured Notes Entry - € - Documentaticss

Create | Preview |

Zacons o[58 copyFoward  [£] ref R P 7] Modify Templ £ AcronymE | I
— opy Forwar LY eferto review ~ | odi emplate ronym Expansion < << >> >
¥ [ Documentation of Rese:{T5) s 3| 4 o]
¥ & Documentation of Research C BProtocol ID | Consent Type onsent Process | Comments

£ Protocol ID

Consent Type Consent Type

3 Consent Process How Was Consent Conducted
Comments

QJU] JUALIN0Q

™ Telephone consent... [ Use of interpretor (including staff or other parties)... ™ Use of assent...
™ Short form consent... [~ Use of Legally Authorized Representative (LAR) and/or Parent(s)...

[ I

4] m ] L_'

Protocol Identification:
Protocol Selector: Please see below for associated protocol

[ Retrieve Last Charted Va... )
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What do you do?

= You have a Spanish-speaking patient you want to
enroll onto the screening protocol

= You go to the informed consent website and see

NNNNNNNNNNNNNNNNNNNNNNN
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What do you do?

= You have a Spanish-speaking patient you want to
enroll onto the screening protocol

= You go to the informed consent website and see
this:

£ Department of Heath and Human Services [l Nasonal instiutes of Heah

B ciinical center nog-

About tha Chrucal Trals & Participate n a Refernng a
You

o Search Jonks b
Canical Center Study Pabent How o Search Canfact 1

NIH ACCESS ONLY
NIH Clinical Research Studies
Active Consent/Assent Documents

Investgaioes are reminded to prnt the Active Consent/Assent Document the actudl day of consenting

Acth | Numibes ProtocolTitke and Type
ctve
ConsentAssent 01.0.0129 Elgibiiy Screening for the NIM Intramural Research Program ¢
Documaents
~

h and Human Senaces | USA gov
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Correct Process

= If the Spanish translated long form is not available
on the consent website, you must use the

Spanish short form and the short form consent
process

= Need a witness for the process

= Always pull the consent from the website — do not
save a version of the consent

= The screening protocol was recently amended
and the revised English consents posted Sept 2
but translated long form not yet available

NNNNNNNNNNNNNNNNNNNNNNN
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04-C-0165
Data Collection,
Standard Care and

Interventions in CCR,
NCI

30



Overall Results

= Enrollment of non-English-speaking participants
and some minor participants January through
July 2020

= Exclude April enrollments — previously reviewed

= 11 informed consent documents and processes
reviewed

= 4 had issues that required expeditated reporting
to the IRB

= 5 had other issues
= 2 without problems
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Reportable Issue 4

= Adult Amharic-speaking patient, short form

process used

*.MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY
AMHARIC - PRE REVISED COMMON RULE

U3 PCTC (rhoophet (91T Ak 798 N.TCP A(A____0(0Ah #7¢) ___ 9I91C A=

APCIC NIZHATE A AATTFCP (T DET it (LECAGP T) ™LA NIEANE MtavAht: 7%
NSCP N N7) 0(ah 1) 2961C eT AN

LUY ANR LT WAL PPPCIPC TSR NAePANt: hAR PA@Y avil oLt Adh ovae WIRFATPS
NLLLTH ATOAPE +OTTFHPA TN jars

e :

PIPCH°C MNHd 4L7T

“IPCIC 174 b £ak 7

PPRNC LC™ * P7°0NC 9° L2 L4

*AOFCATLY Pnde® oAl W TARATF. PANMPARC hed oo PAND:

m NATIONAL CANCER INSTITUTE

MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY *

Witness to the oral short-form consent process only: This section is only required if you are doing the oral
short-consent process and this English consent form has been approved by the IRB for use as the basis of
translation.

Witness:

> pnlli11] 202

Signature of Witness* Print Name of Witness Date

*NIH ADMINISTRATIVE SECTION TO BE COMPLETED REGARDING THE USE OF AN
INTERPRETER:
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Reportable Issue 4
Correct Process

= By regulations, the short for process must be
witnessed and the withess must sign the short
form and long form

= Witness must be identified in note

NNNNNNNNNNNNNNNNNNNNNNN
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Reportable Issue 5. ..

* 16-year-old Spanish-speaking patient
= Per protocol “Children under the age of 18, but who are age
12 or older will be asked to sign an age appropriate assent

form.”

= Translated long form not available so short form process

used

Firmar este documiento significa quese le explics verbalmente el estudio de investigacion, incluida la
informacién anterior, y que acepta participar voluntariamente.

" Nomibre en letra imprentadel " Fech
participante de [a investigacién

4

Fitma del testigo* Nombre én letra imprenta del ~ Fecha

testigo ‘

02-10-2020 -

*SECCION ADMINISTRATIVA DE LOS NIH.PARA COMPLETAR EN CASO DE USAR LOS
SERVICIOS DE UN INTERPRETE:

MUn intérprete w otra persona que habla inglés y el idioma que prefiere el participante Facilito Ta

administracién- del consentimiénto informado y girvié de testigo. EY investigador gue obtiene el
consentimicnto no puede servir dé testigo.

m) NATIONAL CANCER INSTITUTE

YOU MAY-STOP BEING IN THIS ANY TIME .

Remember, being in this study is up to youand a0 oneé will be upsct if you don’t want to take part
in this study ar even if you change your mind later and want to stop. However, because we have
rules here at NIH about medical information, even if you leave the study, we will be able to use
the information we’ve collected from you. It will not have your name on it though, or any other
way to identify you.

RE-CONSENTING

Once you have turned 18, we will contact you to find out if you would still like to participate.in
the study.

Assent of Pnrthiipaut:'
= : 02 /10 [2°7°
Signature of Participant ‘ Print Name ofPal;ticipanl Date
Investigatar: - )
2 -~ { ) - g.n 2.4
Signaturc of Investigator Print N&ée of Investigator Date
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. . . Reportable Issue 5

= 16-year-old Spanish-speaking patient
= Per protocol “Children under the age of 18, but who are
age 12 or older will be asked to sign an age appropriate
assent form.”

Protocol Identification:

Consent Obtained By: XXXX

Consent Version: 10/31/2019

Date/Time Of Consent: 02/10/2020

Protocol Selector: Please see below for associated protocol.

Protocol Title: 2004-C-0165 : Data Collection, Standard Care and Interventions for Oncology Patients
and Donors, CCR, NCI : PI: James L. Gulley, M.D.

Consent Process:
A Copy Of The Consent Was Given To The Participant To Review Prior To Signing: Yes

Comments:
a spanish interpreter was used. Ptis 16 yo minor. Parent signed the spanish short form. Pt also signed a

assent form.

m NATIONAL CANCER INSTITUTE



Reportable Issue 5
Correct Process

= |f a protocol requires written assent and a
translated assent form in the child’s language is
not available, obtain verbal assent using
Interpreter
= Document verbal assent in CRIS note

= |f the child speaks and understands English and
the parents agree, he/she can sign the English
assent form

= Document in CRIS note that the child speaks and

understands English so signed the English assent with
the parents approval

m NATIONAL CANCER INSTITUTE
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Reportable Issue 6

= Adult Spanish-speaking patient who signed the

translated long form

Investigador:

' 'a}m f'ww
Fecha !

Firma del investigador Nombre del investigador en

letra imprenta

Testigo solo para el proceso de consentimiento con el formulario breve oral: esta seccion.
solo es necesaria si se realiza el proceso de consentimiento breve oral con un sujeto que no
hable inglés y el IRB ha aprobado este formulario de consentimiento en inglés como la base
para la traduccion.

_ Testigo:

-

¥ _ » 2fialze

Nombre del testigo en letra Fecha
imprenta

Firma del testigo®

*SECCION ADMINISTRATIVA DE LOS NIH QUE DEBERA DILIGENCIARSE
RESPECTO AL USO DE UN INTERPRETE:

Un intérprete, u otra persona, que habla inglés y el idioma de preferencia del participante
___ facilité
la administracién del consentimiento informado y actud como testigo. El investigador que
obtiene e] consentimiento no puede actuar al mismo tiempo como testigo.

Un intérprete, u otra persona, que habla inglés y el idioma de preferencia del participante
facilitd
la administracién del consentimiento informado, pero no actué como testigo. El nombre o el
codigo de identificacién de la persona que prestd los servicios de apoyo de interpretacién cs:

m) NATIONAL CANCER INSTITUTE

Consent Obtained By: XXXX

Consent Version: 10/31/2019

Date/Time Of Consent: 02/19/2020 09:30

Protocol Selector: Please see below for associated protocol.

Protocol Title: 2004-C-0165 : Data Collection, Standard Care and Interventions for Oncology Patients
and Donors, CCR, NCI : PI: James L. Gulley, M.D.

Consent Process:

A Copy Of The Consent Was Given To The Participant To Review Prior To Signing: Yes

The Protocol Was Discussed With The Participant In a Private Setting: Yes

The Participant Verbalized Understanding Of The Protocol Study Procedure, Reasonably
Foreseeable Risks And Discomforts, Benefits, Disclosure Of Alternative
Procedures/Treatments, Confidentiality Of Record, Compensation And Treatment For Injury,
Contact Information, And That Participation Is Voluntary: Yes

Questions Were Answered And Addressed Prior To Consent: Yes

Consent Was Obtained Before Any Study Procedures/Tests Were Performed: Yes

A Copy Of The Consent, Signed And Dated By The Investigator And Participant, Was Given To
The Participant: Yes

The Original Signed And Dated Consent Was Sent To The Health Information Management
Department: Yes
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Reportable Issue 6
Correct Process

= ANY person who provides interpretation must be
iIdentified on the consent, NIH Administrative
section AND in the CRIS note

= No witness needed for translated long form

*NIH ADMINISTRATIVE SECTION TO BE COMPLETED REGARDING THE USE OF AN
INTERPRETER:

An interpreter, or other individual, who speaks English and the participant’s preferred language
facilitated the administration of informed consent and served as a witness. The investigator obtaining
consent may not also serve as the witness.

An interpreter, or other individual, who speaks English and the participant’s preferred language
facilitated the administration of informed consent but did not serve as a witness. The name or ID code of
the person providing interpretive support is:

m) NATIONAL CANCER INSTITUTE
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Other Issue 8

= 10-year-old Spanish-speaking patient
= Per protocol: “Verbal assent will be obtained as appropriate
for all children under the age of 12 and 7 years or older.”

* Translated long form not available so short form

process used

1AL ©3MC UULLLIIV UL JIEIILCE UL S0 16 CAPIIVU ¥l UGHILIVLIRE L1 OWUUIY UL YA DU RAVIULL, TUvIuiG 1a

informacion anterior, y que acepta participar voluntariamente.

Parent/Guardian of a Minor Participant: | have read the explanation about this study and have been given
the opportunity to discuss 1t and 1o ask questions, 1 give permission for my child to take part in this study.

/
% i X é x/i 420
Firma dclﬁmﬂﬁ:}p’émc dc lainvestigacion ~ Nombre en letra imprenta del Fecha
participante de la investigacién
|-28& -R°
Firma del testigo* Nombre ¢n letra imprenta del Fecha

testigo

*SECCION ADMINISTRATIVA DE LOS NIH PARA COMPLETAR EN CASO DE USAR LOS

SERVICIOS DF. UN INTERPRETE:

Un intérprete v otra persona que habla inglés y el idioma que prefiere el participante facilité la
administracion del consentimiento informado y sirvié de testigo. El investigador que obtiene el

consentimiento no puede servir de testigo.

m) NATIONAL CANCER INSTITUTE

Signature of Parent/Guardian Print Name of Parent/Guardian Date
X X
Signature of Parent/Guardian (as applicable) Print Name of Parcnt/Guardian Date

Assent: (Use this section only when this process is approved by an IRB for alder minors. Do not use if an IRB
requires a separate assent form for this population.)

1 have had this study explained to me in a way that 1 understand, | have been given the opportunity to discuss
it, and 1 have had the chance to ask questions. | agree to take part in this study

Assent of Minor: (as applicable)

/ ' [a5) 2p>

Signature of Minor Print Name of Minor Date
Investigator: A " /

/ /77/70'.’?0
Signature of Investigator Print Name of Investigator Date
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Otherlissue 8 . ..
= 10-year-old Spanish-speaking patient

= Per protocol: “Verbal assent will be obtained as appropriate
for all children under the age of 12 and 7 years or older.”

* Translated long form not available so short form

process used

1AL ©3C UULULIILHLI JEIILUCA UL S0 10 CAPIIVU ¥Rl UGILVLIFE L1 VDMLY UL IV DU RAVIVLL, IUvIuIvG 1a

informacion anterior, y que acepta participar voluntariamente.
F'
orfses

-

% X

Firma dcl\nﬁﬂ:{i}fémc dc lainvestigacion ~ Nombre en letra imprenta del Fecha
participante de la investigacién
|-2& R0
Firma del testigo* Nombre en letra imprenta del Fecha

testigo

*SECCION ADMINISTRATIVA DE LOS NIH PARA COMPLETAR EN CASO DE USAR LOS
SERVICIOS DF. UN INTERPRETE:

Un intérprete u otra persona que habla inglés v el idioma que prefiere el participante facilito la

administracion del consentimiento informado y sirvié_de testigo. El investigador que obtiene el
consentimiento no puede servir de testigo.

Comments:

2

Parent/Guardian of a Minor Participant: | have read the explanation about this study and have been given
the opportunity to discuss 1t and to ask questions, 1 give permission for my child to take part in this study.

Signature of Parent/Guardian Print Name of Parent/Guardian Date
X X
Signature of Parent/Guardian (as applicable) Print Namc of Parent/Guardian Date

Assent: (Use this section only when this process is approved by an IRB for alder minors. Do not use if an IRB
requires a separate assent form for this population.)

I have had this study explained to me in a way that 1 understand, | have been given the opportunity to discuss
it, and [ have had the chance to ask questions. | agree 1o take part in this sludy

Assent of Minor: (as applicable)

' [28] o>

S T T

Signature of Minor Print Namc of Minor Date
Investigator: o /

/ /4%4%90
Qicomatirs nf 'nu.-;:lur.llnv Pt .\'~.m.— af Iny et galor Daic

The patient and family were consented to the standard of care NCI study. Informed consent and assent to
risks/benefits of treatment were explained to the patient and family and all questions were answered via a
Spanish interpreter. The patient speaks English and signed the assent document as well.
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. . . Other Issue 8

= 10-year-old Spanish-speaking patient
= Per protocol: “Verbal assent will be obtained as appropriate
for all children under the age of 12 and 7 years or older.”

Consent Type:

How Was Consent Conducted: Short form consent, Use of interpretor (including staff or other
parties), Use of Legally Authorized Representative (LAR) and/or Parent(s) and Use of assent

Was A Witness Present During The Short Form Consent Process?: Yes

Name Of Witness For For Short Form Consent: XXXX

Name Or ID Number Of Interpretor: XXXX

Language Used By Interpretor: Spanish

Name Of Legally Authorized Representative (LAR): XXXX

Is Participant A Minor Or Adult Unable To Consent?: Minor

Assent Type: Written

Assent Was Obtained Before Any Study Procedures/Tests Were Performed: Yes

A Copy Of The Assent Was Given To The Participant To Review Prior To Signhing: Yes

A Copy Of The Assent, Signed And Dated By the Investigator, And Was Given To The
Participant (If Written Assent Was Given): Yes

The Orginal Signed And Dated Assent Was Sent To The Health Information Management
Department: Yes

m NATIONAL CANCER INSTITUTE



Other Issue 8
Correct Process

= The minor signing the informed consent document
section “Assent of Minor” is NOT written assent

= Review CRIS note to ensure correct information

NNNNNNNNNNNNNNNNNNNNNNN
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Other Issue 9
= 13-year-old English-speaking patient

= Per protocol “Children under the age of 18, but who are
age 12 or older will be asked to sign an age appropriate
assent form.”

= Written assent form signed by patient

Consent Type:

How Was Consent Conducted: Use of assent

Is Participant A Minor Or Adult Unable To Consent?: Minor

Assent Type: Written

Assent Was Obtained Before Any Study Procedures/Tests Were Performed: Yes

A Copy Of The Assent Was Given To The Participant To Review Prior To Signing: Yes
A Copy Of The Assent, Signed And Dated By the Investigator, And Was Given To The

Participant (If Written Assent Was Given): Yes
The Orginal Signed And Dated Assent Was Sent To The Health Information Management

Department: Yes

m) NATIONAL CANCER INSTITUTE
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Other Issue 9
Correct Process

= Select all applicable “consent types” used in the

informed consent process, including LAR and/or
parents

Structured Notes Entry - ¢

- Documentatiqg

Create Preview |
Sections a

Copy Forward [£7] Referto Note B~ Preview ~ [/f| Modify Template Acronym Expansion
¥ 3 Documentation of Reses s @ e L] LJ/ sgnl

~ [ Documentation of Research C DProtocol ID | Consent Type
&3 Protocol ID

|< << >> >|

BIConsent Process Comments

QJU] JLRWN20Q

Consent Type
&3 Consent Process How Was Consent Conducted
Comments

™ Telephone consent... [~ Use of interpretor (including staff or other parties)...

™ Use of assent...
I short form consent... I Use of Legally Authorized Representative (LAR) and/or Parent(s)...

(¥

L«

la] t | L.

Comments:
- Protocol Identification:
[Retneve Apethaned Mas ] Protocol Selector: Please see below for associated protocol.
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Other Issue 10 ...

= 11-year-old English-speaking patient
= Per protocol: “Verbal assent will be obtained as appropriate
for all children under the age of 12 and 7 years or older. . .
The consent/assent process will be documented in the child’s

medical record.”

Parent/Guardian of a Minor Participant: | have read the explanation about this study and have been given
the opportunity to discuss it and to ask questions, | give permission for my child to take part in this stdy.

) N {,-21-2oz0
Sipnmm}&r{r\::ﬂ.’(}uarﬂian FInCNie Ol Fargiv Ougyd an Date
Signature of Parent/Guardian (as applicable) ~ Print Name of Parent/Guardian Date

Assent (Use this section only when this process is:approved by an IRB for older minors. De nof use if an IRB
requires a separaie assen| form for this population.)

[ have had this study explained to me in a way that | understand, 1 have been given the opportunity to discuss
it. and 1 have had the chance (o ask questions. | agree to take partin this study.

Assent of Minor: (as applicable)

Signature of Minor Print Name of Minor Date

Investioata: " |

?_iﬁam}t oi"fn\?esti.ga‘l{x ‘_" - _P;—H_iéﬂ_qn_lé of Irivestigator

m NATIONAL CANCER INSTITUTE

Protocol Identification:

Consent Obtained By: XXXX

Consent Version: 4/15/20

Date/Time Of Consent: 06/22/2020 13:05

Protocol Selector: Please see below for associated protocol.

Protocol Title: 2004-C-0165 : Data Collection, Standard Care and Interventions in CCR, NCI : PI: James
L. Gulley, M.D.

Consent Type:
How Was Consent Conducted: Use of Legally Authorized Representative (LAR) and/or Parent(s)

Name Of Legally Authorized Representative (LAR): XXXX

Consent Process:
A Copy Of The Consent Was Given To The Participant To Review Prior To Signing: Yes
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Other Issue 10
Correct Process

= Assent process must be documented in CRIS
OR
= |f the parents and/or investigator determine it is
not appropriate to assent the child, this must be
documented in CRIS

NNNNNNNNNNNNNNNNNNNNNNN
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IMPORTANT

= [f you do not routinely enroll non-English-speaking
participants, PLEASE use your resources

= Review NIH SOP 12: Requirements of Informed Consent

= Review CCR SOP PM-2: Obtaining and Documenting the
Informed Consent Process

= Consult with team leads and/or the Office of Education and
Compliance (Liz, Deb, Tracy and Armine!)
= [f a non RNC investigator obtains informed consent,
please review documents and CRIS note to ensure
correct process and note

= DO NOT write a Documentation of Research Consent
note in CRIS if you were not present for the consent
process

m NATIONAL CANCER INSTITUTE
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